§886.1395

records, and §820.198, with respect to
complaint files.

[562 FR 33355, Sept. 2, 1987, as amended at 53
FR 35604, Sept. 14, 1988; 66 FR 38811, July 25,
2001]

§886.1395 Diagnostic
lens.

Hruby fundus

(a) Identification. A diagnostic Hruby
fundus lens is a device that is a 55 diop-
ter lens intended for use in the exam-
ination of the vitreous body and the
fundus of the eye under slitlamp illu-
mination and magnification.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §886.9. The
device is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[562 FR 33355, Sept. 2, 1987, as amended at 53
FR 35604, Sept. 14, 1988; 66 FR 38811, July 25,
2001]

§886.1400 Maddox lens.

(a) Identification. A Maddox lens is a
device that is a series of red cylinders
that change the size, shape, and color
of an image. The device is intended to
be handheld or placed in a trial frame
to evaluate eye muscle dysfunction.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §886.9. The
device is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[62 FR 33355, Sept. 2, 1987, as amended at 53
FR 35604, Sept. 14, 1988; 66 FR 38811, July 25,
2001]

§886.1405 Ophthalmic trial lens set.

(a) Identification. An ophthalmic trial
lens set is a device that is a set of
lenses of various dioptric powers in-
tended to be handheld or inserted in a
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trial frame for vision testing to deter-
mine refraction.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §886.9.

[562 FR 33355, Sept. 2, 1987, as amended at 61
FR 1124, Jan. 16, 1996; 66 FR 38811, July 25,
2001]

§886.1410 Ophthalmic trial lens clip.

(a) Identification. An ophthalmic trial
lens clip is a device intended to hold
prisms, spheres, cylinders, or occluders
on a trial frame or spectacles for vision
testing.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §886.9.

[562 FR 33355, Sept. 2, 1987, as amended at 53
FR 35604, Sept. 14, 1988; 66 FR 38811, July 25,
2001]

§886.1415 Ophthalmic trial lens frame.

(a) Identification. An opthalmic trial
lens frame is a mechanical device in-
tended to hold trial lenses for vision
testing.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §886.9. The
device is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[562 FR 33355, Sept. 2, 1987, as amended at 53
FR 35604, Sept. 14, 1988; 66 FR 38811, July 25,
2001]

§886.1420 Ophthalmic lens gauge.

(a) Identification. An ophthalmic lens
gauge is a calibrated device intended to
manually measure the curvature of a
spectacle lens.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
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